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DETAILED ACTION 

Applicant's arguments filed 10/31/07 have been fully considered but they are not 
persuasive. See arguments below. 

Maintained Rejections 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 17,21,23,30,33 remain rejected under 35 U.S.C. 103(a) as being 

unpatentable over Hirashima et al (JP 03197421 ; 8/28/91). Hirashima teaches a 

controlled release tablet coated with 12 g ethyl cellulose and 8 g PEG (40 %). 

Hirashima teaches that the tablet comprises 250 mg ascorbic acid and 281.23 mg 

sodium ascorbate (total active = 531.23 mg). The total active falls within the 5-95% 

active required for the tablet of instant claims. The coat comprising 12 g ethyl cellulose 

falls within the range of about 5 to less than 50% by weight of polymer in the coat. 

Hirashima does not teach that the coating is non-permeable and soluble in a pH of 

above about 5. However, in the absence of unexpected results, one having ordinary skill 

in the art would have expected for the prior art coat to be non-permeable and soluble in 

a pH of above about 5. One would have expected this since the prior art coat comprises 

% PEG and % polymer (ethyl cellulose) that fall within the ranges of those ingredients 

required by the instant claims. 
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Response to Applicants argument 

A. Applicant argues: 

1 . Instant encasement coat comprises at the high ends 50% polymer 
(ethylcellulose) and 40 % PEG; whereas, Hirashima teaching is an 
encasement coating comprising 60 % ethyl cellulose and 30 % 
PEG. In summary applicant argues that Hirashima does not teach 
or suggest the combination of about 5 to less than 50% by weight 
of polymer and 0.5%-30% by weight PEG that would provide a non- 
permeable which is soluble in a pH of above about 5 as claimed. 

2. It would not be obvious to conclude that the coat of Hirashima 
would be non-permeable and soluble in a pH of above about 5.0. In 
fact Hirashima would be permeable and would not be soluble at 
any pH. 

3. Instant invention requires a cellulose ester, whereas Hirashima 
employs ethylcellulose, which is not a cellulose ester. As a result, 
the coat taught by Hirashima would be permeable rather than non- 
permeable as claimed. 

4. The polymer employed in Hirashima is ethyl cellulose. Ethyl 
cellulose is non-enteric meaning that it will dissolve at acidic pH. 
Therefore, an ethyl cellulose coating will dissolve to form pores at 
any pH in the gastric range and release its contents with no lag 
time. However, in instant invention, the extended release 
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composition claimed will remain intact until experiencing a pH 
above about 5 and will only then dissolve, providing an extended 
release of its contents. For this reason, an ethyl cellulose coating 
would not be applicable to this invention. 
B. Examiner argues: 

1 . The amounts of PEG and ethylcellulose in Hirashima and instant 
invention differ only by 10% of each. Applicant does not provide a 
showing that the 10% difference would materially impact the 
invention. For this reason, the rejection of record is maintained. 

2. Applicant makes statement to the coat of Hirashima being 
permeable and insoluble at any pH. However, Applicant does not 
provide data showing that the 10 % difference in both the 
ethylcellulose and PEG would make the coat non-permeable and 
soluble at a pH of about 5.0. 

3. Ethyl cellulose is defined as being a cellulose ester having film- 
forming capability. See Google search attached. 

4. Applicant makes statement that Ethyl cellulose is non-enteric 
meaning that it will dissolve at acidic pH. Therefore, an ethyl 
cellulose coating will dissolve to form pores at any pH in the gastric 
range and release its contents with no lag time. However, in instant 
invention, the extended release composition claimed will remain 
intact until experiencing a pH above about 5 and will only then 
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dissolve, providing an extended release of its contents. For this 
reason, an ethyl cellulose coating would not be applicable to this 
invention. However, the Applicant does not provide results to affirm 
the statement that ethyl cellulose would possess dissolution 
properties mentioned in Applicants argument above and therefore 
not be appropriate to meet the extended release limitation of the 
instant claims. Also according to the Goggle search provided to the 
Applicant in the previous office ethyl cellulose is a cellulose ester. 
For this reason ethyl cellulose would have been expected to meet 
the extended release properties of the instant claims. 
In summary, Applicant argues that the amounts of PEG and polymer used in the 
polymeric film of Hirashima differ from the amounts of PEG and polymer used in the 
polymeric film disclosed in the instant invention. Applicant also argues that the 
polymeric film disclosed in instant invention is non-permeable whereas the polymeric 
film disclosed in Hirashima is semi-permeable. Examiner argues that the amount of both 
PEG and polymer taught in Hirashima and instant invention only differs by 10% and for 
this reason it is necessary for the Applicant to show the criticality of these small 
differences. With respect to the polymer properties, both Hirashima and instant 
invention employ the same polymers, e.g., cellulose esters. Therefore the cellulose 
ester taught in Hirashima which is semi-permeable, would have the same property of 
being semi-permeable in the instant invention. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1,6-9,15-17,21-34 remain rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for invention comprising polymeric films: 
polyvinyl acetate phthalate, methacrylic acid copolymers, does not reasonably provide 
enablement for the polymeric film being cellulose esters. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 
Note instant invention requires the polymeric film to be non-permeable. The instant 
invention uses cellulose esters to formulate the non-permeable film. However USPN 
6099859 at column 4 lines 10-28 and USPN 6106864 at column 4 lines 32-38 disclose 
that cellulose esters are semi-permeable rather than non-permeable. 

Response to Applicant's argument 

Applicant argues that Dolan (USPN 6106864) discloses that cellulose esters are 
semi-permeable rather than non-permeable. Dolan describes cellulose acetate as being 
both impermeable and semi-permeable. Applicant further argues "The cellulose esters 
chosen for the instant invention must be combined in the percentages claimed, and 
must provide the encasement coat with the features instantly claimed; be non- 
permeable and soluble in a pH of above about 5.0." Examiner argues that Applicant 
merely states that the correct percentages (claimed percentages) of cellulose esters 
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would provide a non-permeable coat, which would be soluble in a pH of above about 
5.0. However, Examiner further argues that Applicant does not provide experimental 
results to show that such a coat would be produced. Where the prior art shows 
uncertainty or suggest the opposite of the claimed invention, it is critical that applicant 
supports the invention claimed with experimental data. 

Applicant makes statement that Ethyl cellulose is non-enteric meaning that it will 
dissolve at acidic pH. Therefore, an ethyl cellulose coating will dissolve to form pores at 
any pH in the gastric range and release its contents with no lag time. However, in 
instant invention, the extended release composition claimed will remain intact until 
experiencing a pH above about 5 and will only then dissolve, providing an extended 
release of its contents. For this reason, an ethyl cellulose coating would not be 
applicable to this invention. However, the Applicant does not provide results to affirm 
the statement that ethyl cellulose would possess dissolution properties mentioned in 
Applicants argument above and therefore not be appropriate to meet the extended 
release limitation of the instant claims. Also according to the Goggle search provided to 
the Applicant in the previous office ethyl cellulose is a cellulose ester. For this reason 
ethyl cellulose would have been expected to meet the extended release properties of 
the instant claims. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1,6-9,11,15-17,21-34 remain rejected under 35 U.S.C. 103(a) as being 

unpatentable over Dolan et al (USPN 6106864; 8/22/00) and Dong et al (USPN 

5800422; 9/1/98) and Cheng on record (USPN 6099859; 8/8/00). Dolan teaches oral 

dosage forms of actives such as darifenacin. See column 2 lines 34-52, Dolan teaches 

that the matrix comprising the active can be formed into a multiparticulate and / or 

coated with an impermeable coating. See column 2 lines 53-57. Dolan teaches that the 

multiparticulate cores comprising the actives can also contain cellulose and lactose 

(compression aids). See column 3 lines 1-7. Dolan teaches that the ingredients can be 

formulated into a tablet which can be coated with shellac, phthalate derivatives 

(cellulose acetate phthalate, polyvinylacetate phthalate) as well as with semi-permeable 

coatings such as cellulose esters (ethyl cellulose, cellulose acetate) and acrylic 

polymers. See column 3 lines 7-38. Dolan does not teach the polymeric coating 

comprising 1) 5 up to less than 50% by weight polymer, e.g. ethyl cellulose 2) 0.5 to 

30% PEG. Dolan is silent to the amount of polymer in the coating. Therefore, in the 

absence of unexpected results showing the significance of the instantly claimed amount 

of polymer, the ideal amount of polymer used in Dolan may have fallen within the instant 

range of polymer amount being claimed. With respect to the polymeric film comprising 

PEG. Dong discloses the use of PEG in a capsule film coating. Note, Dong uses 25 % 

PEG in the polymer coating which falls within the instantly claimed range amount. 

Cheng teaches that PEG is a flux-enhancing agent. A flux-enhancing agent allows the 
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drug to be released through the pores of the polymeric coating. It would have been 
obvious to one having ordinary skill in the art to modify the invention of Dolan to include 
the PEG to enhance the release of the drug through the pores of polymeric coating. 
Although claims require the polymeric material to be non-permeable, it is noted that the 
claims employ polymeric films such as cellulose esters and acrylic polymers which are 
semi-permeable. For this reason the rejection appears to be proper. Note the property 
of the polymeric coating being soluble at a pH above 5.0 and having an extended 
release of the active over 12 hours are inherent properties of the polymer (cellulose 
esters) and PEG being used. 

Response to Applicant's argument 

Applicant argues: 

1) Dolan teaches that impermeable coating is provided with an aperture. Ethyl 
cellulose is not a cellulose ester. 

2) Dolan does not teach / suggest an encasement coat being non-permeable 
and soluble in pH of above about 5. 

3) Declaration provided by Applicant on 3/8/04 shows that Cheng teaches 
the use of non-enteric cellulose esters and non-dissolving polymers and as a result 
Cheng's formulation yields a different release profile of the drug. 

4) The specific percentage ranges instantly claimed provide unexpected 
results in comparison to Cheng and hence, in comparison to Dolan since similar 
coatings are used in Dolan. 

Examiner argues: 
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1) Dolan teaches that the coating can be made using ethyl cellulose. None 
that the instant claims recite that the coating can comprise ethyl cellulose. According to 
a Google search ethyl cellulose is a cellulose ester possessing film-forming properties. 

2) Dolan teaches that the coating can be formed of ethyl cellulose which 
produces a semi-permeable coating as depicted in column 3 lines 31-38 of Dolan. 
Dolan also teaches that ethyl cellulose can be employed to form an impermeable coat 
as depicted in column 3 lines 11-21. There is no mention of a non-permeable coat in 
Dolan as recited in the claims. Since ethyl cellulose can be used to form impermeable 
as well as semi-permeable coats, it would be necessary for applicant to show what kind 
of coating is produced with the specific percentages claimed. Note Dolan does not 
teach or suggest a non-permeable membrane. Dolan defines an impermeable 
membrane as one that allows no significant transport of the active across it during the 
intended release period of the formulation. See column 3 lines 11-21. Dolan defines 
semi-permeable membrane as one that allows transport of an active across it. See 
column 3 lines 31-38. Again, Dolan does not make mention that the ingredients 
employed therein would produce a non-permeable membrane. In fact the formulation of 
a non-permeable membrane is not even mentioned in Dolan. For this reason, it is 
imperative that Applicant shows that his invention produces a non-permeable 
membrane using a cellulose ester since Dolan only teaches the production of 
impermeable and semi-permeable membranes using ethyl cellulose. Note Google 
defines ethyl cellulose as a cellulose ester. 
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3) The combination of Dolan with Dong and Cheng yields a coating 
comprising ethyl cellulose (cellulose ester) and PEG in the percentage ranges claimed. 
As a result it would be inherent for the properties of the coat produced by the 
combination of the references to have the same properties as the coat produced in the 
instant claims, i.e. non-permeable and soluble at a pH of above about 5.0. Note, Dolan 
and Dong produces a coating comprising ethyl cellulose and PEG. Cheng is being 
employed in the rejection to show the significance of PEG as a flux-enhancing agent. 

Applicant makes statement that Ethyl cellulose is non-enteric meaning that it will 
dissolve at acidic pH. Therefore, an ethyl cellulose coating will dissolve to form pores at 
any pH in the gastric range and release its contents with no lag time. However, in 
instant invention, the extended release composition claimed will remain intact until 
experiencing a pH above about 5 and will only then dissolve, providing an extended 
release of its contents. For this reason, an ethyl cellulose coating would not be 
applicable to this invention. However, the Applicant does not provide results to affirm 
the statement that ethyl cellulose would possess dissolution properties mentioned in 
Applicants argument above and therefore not be appropriate to meet the extended 
release limitation of the instant claims. Also according to the Goggle search provided to 
the Applicant in the previous office ethyl cellulose is a cellulose ester. For this reason 
ethyl cellulose would have been expected to meet the extended release properties of 
the instant claims. 

New Rejections 

Double Patenting 
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The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long/, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1,6-9,11,15-17,21-34 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-13 of U.S. 
Patent No. 6676966. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because both instant invention and USPN '966 make 
claim to composition comprising an active ingredient and an encasement coat in a pH 
sensitive polymeric film for the encasing of the active; wherein the polymeric film is 
soluble at a pH of about above 5.0. See USPN 966 claim 1. USPN '966 makes claim 
that the composition can comprise 5 to 95 % active (see USPN '966 claim 2) and that 
the composition can exist in a variety of physical forms including tablets, pellets and 
capsules (see USPN *966 claim 3) as instantly claimed. USAN '966 makes claim that 
the composition can comprise plasticizers such as polyethylene glycol (see USPN f 966 
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claims 1 1 and 12) as instantly claimed. The instant claims differ from the claims in 
USPN '966 in that instant claims are limited to the pharmaceutical composition existing 
only as a tablet, capsule or pellet, whereas claims in USPN '966 discloses that the 
composition can exist as a formulation which is not limited to tablet, capsule or pellet 
form. Since USPN '966 makes claim that the composition can exist as a tablet, capsule 
or pellet, the instant claims are made obvious over USPN '966. 

Claim 33 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1,2,6 of U.S. Patent No. 6652882. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because both the USPN '882 and instant invention make claim to a 
controlled release composition comprising an active and film coat (encasement coat). 
USPN '882 does not express that the coat has to be non-permeable and soluble in a pH 
of above about 5.0 However, it would have been obvious to employ a coat that would 
have met the non-permeable and solubility limitation. One would have been motivated 
to do this since USPN '882 disclose generically a film coat. 

Claim 33 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1,4,5 of U.S. Patent No. 6509037. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because both the USPN '037 and instant invention make claim to an 
extended release composition comprising an active and film coat (encasement coat). 
USPN '037 does not express that the coat has to be non-permeable and soluble in a pH 
of above about 5.0 However, it would have been obvious to employ a coat that would 
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have met the non-permeable and solubility limitation. One would have been motivated 
to do this since USPN '037 disclose generically a film coat. 

Claim 33 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1,5 of U.S. Patent No. 6312724. Although 
the conflicting claims are not identical, they are not patentably distinct from each other 
because both the USPN 724 and instant invention make claim to a controlled release 
composition comprising an active and film coat (encasement coat). USPN 724 does not 
express that the coat has to be non-permeable and soluble in a pH of above about 5.0 
However, it would have been obvious to employ a coat that would have met the non- 
permeable and solubility limitation. One would have been motivated to do this since 
USPN 724disclose generically a film coat. 

Claim 33 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-15 of U.S. Patent No. 6296876. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because both the USPN '876 and instant invention make claim to a 
controlled release composition comprising an active and enteric coat (encasement 
coat). USPN '876 does not express that the coat has to be non-permeable and soluble 
in a pH of above about 5.0 However, it would have been obvious to employ a coat that 
would have met the non-permeable and solubility limitation. One would have been 
motivated to do this since USPN '876 discloses generically an enteric coat. 
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Telephonic Inquiry 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alton N. Pryor whose telephone number is 571-272- 
0621 . The examiner can normally be reached on 8:00 a.m. - 4:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Alton Pryor ' 
Primary Examiner 
AU 1616 



